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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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7) 0 Claim(s) is/are objected to. 
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Application Papers 
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DETAILED ACTION 

Response to Amendment 

The amendment filed 09/23/09 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: the phrase "about 90%" 
added to paragraph on page 4, line 7; the phrase "about 40%" added to paragraph page 
4, line 21 ; and the phrase "about 50%" added to paragraph page 4, line 27. The original 
filed claims do not recite the limitation "about". 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 9 and 10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 9 is rejected because the phrase "comprising a pigment at least one" is 
confusing. Did it mean "comprising at least one pigment"? 
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Claim Rejections - 35 USC § 103 

Claims 1-8, 11-15 and 18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deshpande et al. US 2004/0028737, in view of Mehra et al. US 
5,733,575. 

Deshpande teaches an enteric coating composition comprising methacrylate 
copolymer type C, polyethylene glycol 600, titanium dioxide, and talc (examples 1-4 and 
8). The amounts of the above components disclosed in the examples fall within the 
claimed ranges, e.g., about 60% methacrylate copolymer type C, about 6% plasticizer, 
about 7% opacifier, and about 24% detackifier. 

Deshpande does not expressly teach that the coating composition is in powder 

form. 

Mehra teaches a powder coating composition that is non-toxic and edible. The 
powder coating composition comprising enteric film forming polymer (abstract; and 
columns 3-4). Thus, it would have been obvious to one of ordinary skill in the art to 
prepare a coating composition in powder form in view of the teachings of Mehra to 
obtain the claimed invention. This is because Mehra teaches a dry powder coating that 
can overcome the disadvantages of the known aqueous coating compositions (column 
1), because Mehra teaches a dry powder coating composition that is non-toxic and 
edible, because Mehra teaches that a dry powder coating composition provides an 
enteric coating that is less tacky and does not have the odor of ammonium hydroxide, 
and because Mehra teaches that a dry powder coating composition is known in the art. 
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Claims 9, 10, 16 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Deshpande et al. US 2004/0028737, in view of Mehra et al. and 
Kokubo etal. US 4,948,622. 

Deshpande is relied upon for the reason stated above. Deshpande does not 
expressly teach the use of pigment in the coating composition. 

Kokubo teaches a coating composition comprising edible dyes, and edible lake 
pigments (column 3, lines 45-50). Thus, it would have been obvious to one of ordinary 
skill in the art to modify the coating composition of Deshpande to include the use of 
edible pigments in view of the teachings of Kokubo to obtain the claimed invention. This 
is because Kokubo teaches that the present of pigment in a coating composition is well 
known in the art. 



Response to Arguments 

Applicant's arguments filed 09/23/09 have been fully considered but they are not 
persuasive. 

Applicant argues that Deshpande discloses a bilayer enteric coating, of which an 
inner layer is neutral or near neutral such as pH 7-7.5 and an outer layer is acidic such 
as pH 2-6 (see abstract). The reference further discloses examples that include a 
methacrylate copolymer, polyethylene glycol, titanium dioxide, and tale (see examples 
1 -4 and 8). To adjust the pH of the inner layer of these examples, Deshpande uses 2M 
ammonia solution, i.e., an alkalinizing agent, which is excluded from claim 1 . Thus, the 
enteric film coating dry power composition of claim 1 is distinguished from the inner 
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layer of Deshpande. In addition, Deshpande fails to disclose the outer layer that 
includes a methacrylate copolymer of Type C, a plasticizer, a film coating detackifier, 
and an opacifier and no alkalinizing agent as claim 1 recites. Further, the reference 
discloses that the outer layer coating is carried out using an aqueous dispersion of the 
enteric material (see para. [0037]) and that examples 1-4 and 8, which include 
methacrylate copolymer, polyethylene glycol, titanium dioxide, and talc in the inner 
layer, contain 3 % w/v castor oil in the outer layer, and thus Deshpande also fails to 
disclose the outer layer that is a dry power composition as claim 1 recites (see 
examples 1-4 and 8). 

However, in response to applicant's arguments that the coating taught by 
Deshpande is not a dry powder composition, it is noted that a recitation of the intended 
use of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from 
the prior art. If the prior art structure is capable of performing the intended use, then it 
meets the claim. Similar to the teachings of Deshpande, the examples in the present 
specification disclose that the dry powder composition of the present invention is 
suspended in aqueous solution to obtain a suitable coating suspension useful for 
coating solid dosage form. 

In response to applicant's argument that Deshpande uses 2M ammonia solution, 
i.e., an alkalinizing agent, which is excluded from claim 1 , it is of note that the 2M 
ammonia solution is used for the inner coating layer with a neutral pH. The outer 
coating layer having pH near acidic does not require the use of alkalinizing agent. See 
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for example, paragraphs 0060, 0062 and 0068. The claims do not preclude the inner 
coating layer, nor the castor oil in the outer coating layer. 

Accordingly, for at least the above reason, the rejection by Deshpande is 
maintained. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to S. Tran whose telephone number is (571) 272-0606. 
The examiner can normally be reached on M-F 8:30 am to 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax can be reached on (571) 272-0623. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
IS. Tran/ 

Primary Examiner, Art Unit 1615 
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